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General Information
	Topic
	Details

	Ready Room Program Name
	

	Ready Room Inspection Name
	

	Ready Room Inspectee Name
	

	Ready Room Planned Start
	

	Ready Room Inspection Type
	[bookmark: Check2]|_| Actual    |_| Mock   |_| Training        

	Physical Location
	



Ready Room Columns and Workflow
	Column Name
	Assign
	Fulfill
	Ready Room Review
	Secondary Review
	Host Review
	Inspector Review

	Column Color
	 
	 
	 
	 
	 
	 

	Column Label
	Assigner
	Fulfiller
	Ready Room Reviewer
	Secondary Reviewer
	Host
	Inspector Review

	Notes
	
	
	
	[bookmark: Check3]|_| Hide
	
	



Ready Room Roles and Permissions
	
	
	
	Communicator
	Assigner
	Subject Matter Expert
	Restricted SME
	Ready Room Reviewer
	Secondary Reviewer
	Inspection Host
	Scribe
	Observer
	Inspection Admin

	Category
	Subcategory
	Permission
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Inspection Board
	Scope
	Access only assigned tasks
	No
	No
	No
	Yes
	No
	No
	No
	No
	No
	No

	Inspection Board
	Panels
	View Active panel
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Panels
	View Staged panel
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Panels
	View Mine panel
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Panels
	View Deleted panel
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Panels
	View All panel
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Columns
	View Assign column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Assign column
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Columns
	View Fulfill column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Fulfill column
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Columns
	View Ready Room Review column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Ready Room Review column
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Columns
	View Secondary Review column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Secondary Review column
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Columns
	View Host Review column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Host Review column
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Columns
	View Inspector Review column
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Inspection Board
	Columns
	Modify Inspector Review column
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Inspection Board
	Actions
	Configure inspection
	No
	No
	No
	No
	No
	No
	No
	No
	No
	Yes

	Inspection Board
	Actions
	Create a new request
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	No
	Yes
	Yes

	Inspection Board
	Actions
	Download inspection data
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Actions
	Spy on inspector
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Inspection Board
	Actions
	View analytics
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Requests
	Contributors
	Be assigned to fulfill
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Contributors
	Be assigned to review
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	Modify Core Data
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	Modify Contributors
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	View response
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Requests
	Content
	Modify response
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	View notes
	No
	No
	No
	Yes
	No
	No
	No
	No
	Yes
	No

	Requests
	Content
	Modify notes
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	View comments
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Requests
	Content
	Modify comments
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	View labels
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Requests
	Content
	Modify labels
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Content
	View links
	No
	No
	No
	No
	No
	No
	No
	No
	Yes
	No

	Requests
	Content
	Modify links
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Attachments
	View list of attachments
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Requests
	Attachments
	View file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Requests
	Attachments
	Upload file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Attachments
	Upload file to shared storage
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Attachments
	Download file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes

	Requests
	Attachments
	Rename file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Attachments
	Release file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Attachments
	Delete file
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Controls
	View request history
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Controls
	Copy request
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Controls
	Delete and recover requests
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Requests
	Controls
	Complete request
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Collaboration
	Chat and Briefings
	Create chat conversation
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Collaboration
	Chat and Briefings
	Create briefing
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Collaboration
	Chat and Briefings
	Invite inspectors
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes

	Collaboration
	Scribe Notes
	View scribe notes
	No
	No
	No
	No*
	No
	No
	No
	No
	Yes
	No

	Collaboration
	Scribe Notes
	Create and edit scribe notes
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	Yes
	Yes
	No
	Yes



*Defaults to Yes if the administrator previously gave the Restricted SME this permission in configuration settings.
Other Roles and Responsibilities
	Non-Ready Room Roles
	Responsibilities

	Senior Executive
	Receives notification of inspection
Attends inspection opening and closing meetings

	Front Room SME
	Provides verbal responses to general questions
Provides key context to inspector, as needed
Supports host, as needed
Monitors comments and chat to clarify questions

	IT
	Provide support for computer, telecommunications, printers, and user access to electronic inspection rooms

	Receptionist
	Greet inspectors each day.
Have inspectors sign in and out each day.
Assign badges each day.

	Runner
	Delivers materials to inspection room, upon request
Escorts inspector



Ready Room Team Members
	Role Type
	Role
	Name
	Title
	Cell Phone

	Core Inspection Team
	Communicator
	
	
	

	
	Communicator Backup
	
	
	

	
	Assigner
	
	
	

	
	Assigner Backup
	
	
	

	
	Reviewer
	
	
	

	
	Reviewer Backup
	
	
	

	
	Host
	
	
	

	
	Host Backup
	
	
	

	
	Scribe
	
	
	

	
	Scribe Backup
	
	
	

	
	Inspection Admin
	
	
	

	
	Inspection Admin Backup
	
	
	

	SMEs (Interviews)
	Biostatistics
	
	
	

	
	Clinical Operations
	
	
	

	
	Clinical Supply
	
	
	

	
	Chemistry, Manufacturing, and Controls
	
	
	

	
	Data Management
	
	
	

	
	Human Resources
	
	
	

	
	Information Technology
	
	
	

	
	Legal
	
	
	

	
	Medical
	
	
	

	
	Procurement
	
	
	

	
	Quality Assurance (GCP)
	
	
	

	
	Quality Assurance (GMP)
	
	
	

	
	Regulatory Affairs
	
	
	

	
	Safety
	
	
	

	SMEs (Document Retrieval)
	Biostatistics
	
	
	

	
	Clinical Operations
	
	
	

	
	Clinical Supply
	
	
	

	
	Chemistry, Manufacturing, and Controls
	
	
	

	
	Data Management
	
	
	

	
	Human Resources
	
	
	

	
	Information Technology
	
	
	

	
	Legal
	
	
	

	
	Medical
	
	
	

	
	Procurement
	
	
	

	
	Quality Assurance (GCP)
	
	
	

	
	Quality Assurance (GMP)
	
	
	

	
	Regulatory Affairs
	
	
	

	
	Safety
	
	
	

	Restricted SMEs
	<Function>
	
	
	

	
	<Function>
	
	
	

	
	<Function>
	
	
	

	Other Roles
	IT Support
	
	
	

	
	Observer
	
	
	

	
	Receptionist
	
	
	

	
	Runner
	
	
	

	
	Senior Executive
	
	
	



Ready Room Inspector Set-Up and Shared Storage
The Inspection Admin will set up the inspector role and share credentials with the inspector.
	Inspector Name
	Inspector Display Name
	Shared Storage Set-Up

	
	
	


Ready Room Settings 
	Setting
	Options

	Allow inspectors to download files?
	[bookmark: Check1]|_| Yes  |_| No

	Enable briefings?
	|_| Yes  |_| No

	Display system-generated request IDs to inspectors?
	|_| Yes  |_| No

	Allow inspectors to return requests to the inspection team?
	|_| Yes  |_| No

	      When a request is returned, notify admins and hosts via email?
	|_| Yes  |_| No

	      Allow returned requests to remain visible to inspector?
	|_| Yes  |_| No

	Enable selective release of files to inspectors?
	|_| Yes  |_| No

	Mark requests as delayed if not released within
	_____ # of minutes

	Mark requests as late if not released within
	_____ # of minutes

	Enable Reggie, the Ready Room regulation and guidance chatbot
	|_| Yes  |_| No

	Enable the TMF Locator functionality
	|_| Yes  |_| No


Ready Room Request Fulfilment Process Flow 
	Ready Room Role
	Tasks

	Communicator
	Captures request in Ready Room 

	Host
	Clarifies request with inspector, as needed
Escalates requests to Legal or Senior Management as needed

	Assigner
	If a duplicate request has already been staged, copies staged requests and deletes new duplicate request with a comment
For all requests,
· Assigns request to SME and Ready Room Reviewer
· If clarification is needed, enters a comment for Front-Room SME with @-mention
· Adds labels and edits requests for clarity, as needed

	Subject Matter Expert
	Reaches out to other SMEs and external parties as needed for support in fulfilling requests
Fulfills request by entering formal response, uploading documents, or both
Enters comments explaining context and rationale for response, keeping all discussion of the request documenting within the Ready Room request
Promotes fulfilled request to Ready Room Review

	Ready Room Reviewer
	Reviews response for clarity and appropriateness
Reviews attached documents for appropriateness and adherence to GDP
Sends request back to Subject-Matter Expert with questions or comments, keeping all discussion of the request documenting within the Ready Room request, or 
Promotes fulfilled request to Host Review

	Subject Matter Expert
	If request is returned, 
· Addresses questions/comments and adds comment explaining how they were addressed
· Promotes request to Ready Room Review

	Host
	Reviews response for clarity and appropriateness
Reviews attached documents as needed for appropriateness
Sends request back to Subject-Matter Expert with questions or comments, keeping all discussion of the request documenting within the Ready Room request, or 
Promotes fulfilled request to Inspector Review

	Mock Inspector
	Accesses released requests via Ready Room

	Printer
	Prints request cover sheets and documents that are marked Hard Copy
Delivers paper documents and photocopies to inspection room, upon request


Document Repositories
	Document Types
	Repository
	Staff with Access

	Primary Trial Master File Documents
	
	

	Biostatistics records
	
	

	CMC records
	
	

	Contracts
	
	

	CTMS records
	
	

	Curriculum vitae
	
	

	Data management records
	
	

	Job descriptions
	
	

	IT records
	
	

	Quality records
	
	

	Regulatory documents
	
	

	Safety case reports and associated documents
	
	

	Training records (general)
	
	


Ready Room Interview Process Flow
	Ready Room Role
	Tasks

	Communicator
	Captures interview request in Ready Room, marking it as Interview and assigning interviewee as directed by Host

	Host
	Clarifies interview request
Names interviewee

	Assigner
	If needed, sets up videoconference for interviewee
If interviewee does not acknowledge request, reaches out to interviewee directly

	Subject Matter Expert
	Reports to strategy room in advance of interview
Reviews requests and documents released to inspector in functional area
Reviews relevant storyboards prior to interview
Reviews list of SOPs prior to interview


Ready Room Labels
	Label Type
	Label
	Rules for Use

	e.g., Account Level or Program Level
	
	


Business Rules
	Question
	Rule

	If someone in the back room needs clarification from someone in the front room, how should they get it?
	

	Can a SME re-assign a request if they are not the right person?
	

	Can team members “pull back” a request if they realize they have more work to do on it, or should they ask the person responsible for the workflow to do it?
	

	Will there be naming conventions for requests?
	

	Which role(s) should apply labels?
	

	How many Scribes and Scribe feeds will there be?
	

	What are conventions for taking scribe notes? (e.g., capturing requests, potential findings)
	

	Will the team use debrief notes at the end of the inspection?
	

	When should the inspection be closed?
	

	Who is responsible for downloading audit logs, requests, reports, and scribe notes for archiving?
	



Inspection Room Set-Up
	Room
	Purpose
	Conference Room ID/Location
	Equipment

	Inspection Room
	Inspectors’ working area and interview area.  Host, Communicator, Scribe, and Front-Room SME sit here.
	TBD
	Laptop projector
Presentation computer for inspection host
Extra monitor for scribe
Wired connections for sponsor personnel and inspectors as a contingency
Polycom
Power Strips

	Back Room
	Assigner, Subject Matter Experts, and Ready Room Reviewers work here
	TBD
	Laptop projector
Wired connections
One printer
Polycom
Extra monitors for back-room staff
Power Strips

	Strategy Room
	Small conference room for preparing SMEs for interviews or conducting teleconference with SMEs to obtain requested information. 
	TBD
	· Laptop projector
· Wired connections
Polycom
Power Strips

	Lunch Room
	Separate area with food/drink for inspection team.  
	TBD
	Food
Drinks
Utensils
Coffee/tea



Advanced Requests
Documents requested in advance by the inspector will be shared via the standard Ready Room process, above.
Staging
The following documents will be staged in Ready Room in the Staging board:
Organizational Chart
Introductory presentation
SOP inventory
Protocols
Investigator’s brochures
Monitoring plans
Data Management Plan
Statistical analysis plans
List of clinical sites with PI name, location, number of enrolled participants
Listing of Serious Adverse Events from clinical database
Listing of expedited reports, countries of submission, and dates of submission.

Meeting Processes
	Role
	Tasks

	Host
	Request opening meeting, daily closing meeting, inspection closeout meeting, and lessons learned debrief

	Scribe
	Invites staff who are not present in office to meeting teleconferences, as needed
Initiates teleconferences using Ready Room briefings/conferencing software
Takes minutes at each meeting, including attendees, discussion topics, and (for inspection closeout) observations
Drafts daily summary

	Host
	Reviews/edits daily summary and sends to Senior Management


Post Inspection Tasks
	Role
	Responsibilities

	Inspection Administrator
	Deactivate Inspectors.

	Assigner
	Facilitate “lessons learned” discussion and, for relevant requests, capture lessons learned in Notes.

	Scribe
	Post-inspection, download list of requests, export of Scribe Notes, list of documents released to the inspector, and archive of documents released to inspector for filing in QA repository. 

	Inspection Administrator
	After Scribe has completed downloads, lock inspection.
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